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§1303.21

(5) Other factors affecting medical,
scientific, research, and industrial
needs in the United States and lawful
export requirements, as the Adminis-
trator  finds relevant, including
changes in the currently accepted med-
ical use in treatment with the class or
the substances which are manufactured
from it, the economic and physical
availability of raw materials for use in
manufacturing and for inventory pur-
poses, yield and stability problems, po-
tential disruptions to production (in-
cluding possible labor strikes), and re-
cent unforeseen emergencies such as
floods and fires.

(c) The Administrator in the event he
determines to increase or reduce the
aggregate production quota for a basic
class of controlled substance, shall
publish in the FEDERAL REGISTER gen-
eral notice of an adjustment in the ag-
gregate production quota for that class
determined by him under this section.
A copy of said notice shall be mailed
simultaneously to each person reg-
istered as a bulk manufacturer of the
basic class. The Administrator shall
permit any interested person to file
written comments on or objections to
the proposal and shall designate in the
notice the time during which such fil-
ings may be made. The Administrator
may, but shall not be required to, hold
a public hearing on one or more issues
raised by the comments and objections
filed with him. In the event the Admin-
istrator decides to hold such a hearing,
he shall publish notice of the hearing
in the FEDERAL REGISTER, which notice
shall summarize the issues to be heard
and shall set the time for the hearing,
which shall not be less than 10 days
after the date of publication of the no-
tice. After consideration of any com-
ments or objections, or after a hearing
if one is ordered by the Administrator,
the Administrator shall issue and pub-
lish in the FEDERAL REGISTER his final
order determining the aggregate pro-
duction for the basic class of controlled
substance. The order shall include the
findings of fact and conclusions of law
upon which the order is based. The
order shall specify the date on which it
shall take effect. A copy of said order
shall be mailed simultaneously to each
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person registered as a bulk manufac-
turer of the basic class.

[37 FR 15919, Aug. 8, 1972. Redesignated at 38
FR 26609, Sept. 24, 1973]

INDIVIDUAL MANUFACTURING QUOTAS

§1303.21 Individual
quotas.

(a) The Administrator shall, on or be-
fore July 1 of each year, fix for and
issue to each person who is registered
to manufacture a basic class of con-
trolled substance listed in Schedule 1
or Il, and who applies for a manufac-
turing quota, an individual manufac-
turing quota authorizing that person to
manufacture during the next calendar
year a quantity of that basic class. Any
manufacturing quota fixed and issued
by the Administrator shall be subject
to his authority to reduce or limit it at
a later date pursuant to §1303.26 and to
his authority to revoke or suspend it at
any time pursuant to §§1301.36 of this
chapter.

(b) No individual manufacturing
quota shall be required for registrants
listed in §1303.12(e).

[36 FR 7786, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, as amended at 62 FR
13958, Mar. 24, 1997]

manufacturing

§1303.22 Procedure for applying for
individual manufacturing quotas.

Any person who is registered to man-
ufacture any basic class of controlled
substance listed in Schedule | or Il and
who desires to manufacture a quantity
of such class shall apply on DEA Form
189 for a manufacturing quota for such
quantity of such class. Copies of DEA
Form 189 may be obtained from, and
shall be filed (on or before May 1 of the
year preceding the calendar year for
which the manufacturing quota is
being applied) with, the Drug & Chemi-
cal Evaluation Section, Drug Enforce-
ment Administration, Department of
Justice, Washington, D.C. 20537. A sep-
arate application must be made for
each basic class desired to be manufac-
tured. The applicant shall state:

(@) The name and Administration
Controlled Substances Code Number, as
set forth in part 1308 of this chapter, of
the basic class.

(b) For the basic class in each of the
current and preceding 2 calendar years,
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